This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21! 
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|3^REPORTlNG^FACILITY^(^LBt^W^lQcaBOTis^rfTere^animgs^erehoused^^^ sheets if nec*»<tSfT^ 7* 

FACILfTY LOCATIONS ( Siles ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach addiUbnal sheets jf necessary or use APHIS Form 7023A ) 


X. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not y€ 
used for such 
purposes. 

C. Number of 
animals upon 
which teacNrtg. 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use or 
painwelieving 
drugs. 

D. Number of animats upon 
which ^(periments, 
teachfog, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress fo the animals an 
for which .appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of arfimals upon which leaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to ttie arwnats and for w 
. the use of appre^Miate anesthefic, analgesic, or franquiii: 
drugs would have adversely affected the procedures, re 
or inter|»et3lion of tfie teaching, research, eeperiments, 
surgery, or tests. ( An explanation of ttie procedures 
producing pain or distress in these animals and the reast 
such drugs were not used must be attached to this repor 

F. 

h 

j TOTAL NUMBB 
5 OF ANIMALS 

( COLUMNS 
; C+D+E) 

4. Dogs 

6 

581 

11 


592 

5. Cats 


124 

2 

2 

128 

6. Guinea Pigs 


0 



0 

7. Hamsters 


0 



0 

8. Rabbits 


0 




9. Non-human Primates 


« 

36 

1 

80 

10. Sheep 


0 



0 

11. Pigs 


0 



0 

12. Other Farm Animals 


0 



§ 







13. Other Animals 


0 



0 
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[ ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals. rncKidIng appropriate use of anestetic, analgesic, and tranquilizing drxjgs. prior to, during, and following actual rese; 
teaching, testing, surgery, v experimentation were followed by this research facility. 


2) Each principal Investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ape 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the IACUC*approved exceptions INs summary irv 
brief explanation of the exceptions, as well as the species and number of animajs affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and v 
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Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as 
part of an explanation. A Column E explanation must be written so as to be understood by lay persons as 
well as scientists. 


1 . Registration Number: 48-R-0004 

2. Number of animals that experienced pain and/or distress. 2 

3. Species (common name) of animals used in the study. Cat 

4. Explain the procedure producing pain and/or distress. 

Purpose-bred young adult laboratory cats were experimentally infected with heartworms by 
subcutaneous injection Dirofilaria immitis larvae. The cats were maintained for approximately 8 months 
to allow larvae to develop into adult heartworms. The cats were assigned to a study in which the 
objective was to evaluate the safety of an animal drug for preventing heartworm infection. Prior to 
administration of the drug, two of the cats were found dead, with no signs of pain or distress during 
previous observations. 


5. Provide scientific justification why pain and/or distress coiild not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

The cats did not appear to be in pain and/or distress prior to being found dead. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113. 102): 

For approval of a new Animal Drug Application (NADA); 21 CFR 514 
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Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, add resses, protoco ls , veterinai^r care programs, and the like, are not required as 
part of an explanation. A Column E explanation must be written so as to be understood by lay persons as 
well as scientists. 


1 . Registration Number: 48-R-0004 

2. Number of animals that experienced pain and/or distress. _J 

3. Species (common name) of animals used in the study, non-human primate 

4. Explain the procedure producing pain and/or distress. 

As dosing was being completed on an oral dosing study, one animal was observed to cough up his 
nasogastric(NG) tube and vomit white foamy material. The animal died while being examined by veterinary 
staff. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) . , . ^ , 

During the examination process, it had not yet been determined that the animal was in pain or distress, 
requiring alleviation. No treatment was administered due to his death prior to completing the veterinarian’s 
examination. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


This approved study was conducted to assess the potential effects of a new pharmaceutical agent on 
arterial blood pressure (ABP), heart rate (HR) and lead II electrocardiogram (ECG) to comply with accepted 
pharmacological principles and worldwide regulatory guidelines (e.g., ICH S7A Guideline on Safety 
Pharmacology Studies for Human Pharmaceuticals). 
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Date: February 1 , 2006 

To: Animal Care Western Region 
USDA APHIS Animal Care 
2150 Centre Ave, Bldg B 
Mail Stop 3W1 1 
Ft Collins CO 80526 

From: (b)(6), (b)(7)(c) 

Bayer CropScience LP 
Registration 48-R-0004 

Subject: Correction to 2005 Annual Report 



Per telephone conversation with your office January 31 , 2005, enclosed is a corrected 
Column E Explanation page to replace the original page submitted with our 2005 
Annual Report. The original page inadvertently referenced 21 CFR 512 instead of 
21 CFR 514, which is the correct reference for a New Animal Drug Application. As 
requested, this is being provided by fax and also by mail. 

If you have any questions, please contact me at (b)(6), (b)(7)(c) Thank you. 


Sincerely, 


(b)(6), (b)(7)(c) 


FEB - 3 2006 


